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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 25 April 2005 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte QUayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 45.46.50-53 and 56-76 is/are pending in the application. 

4a) Of the above claim(s) 50 and 68-70 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 45.46.51-53.56-67 and 71-76 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTCM13) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date . 6) □ Other: . 



U.S. Patent and Trademark Office 



PTOL-326 (Rev. 1-04) Office Action Summary Part of Paper No./Mail Date 200508i 
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DETAILED ACTION 

Election/Restrictions 

It is noted in the Office action summary and also at the top of page 3, the 
bookkeeping section of the previous Office action on merits erroneously indicated that 
claim 50 drawn to nucleic acid were indicated as examined on merits, which is the 
opposite of what the Office action says in response to applicant's traversal about the 
restriction between the elected polypeptides and nucleic acid. Based on the 
prosecution history, including claim 50 in those two places is a typographical error. 
Therefore claim 50, and the new claims 68-70, drawn to polynucleotide are also 
withdrawn from further examination. The error is regretted. 

The following is the part of the previous Office action that dealt with the 

Restriction Requirement: 

The traversal is on the ground(s) that the elected protein and nucleic acid encoding 
the elected protein should be examined together because the recent court ruling, i.e. 
In re Wallach held that the technology has developed that the complete amino acid 
sequence of a protein may put one in possession of the genus of DNA sequence 
encoding it. This is not found persuasive because the elected claims do not 
describe any protein structure, that could go back to DNA sequence encoding the 
claimed protein. The polypeptide of group and polynucleotide of group are 
patentably distinct inventions for the following reasons. Polypeptides, which are 
composed of amino acids, and polynucleotides, which are composed of purine and 
pyrimidine units, are structurally distinct molecules; any relationship between a 
polynucleotide and polypeptide is dependent upon the information provided by the 
nucleic acid sequence open reading frame as it corresponds to the primary amino 
acid sequence of the encoded polypeptide. Searching the inventions of the two 
groups together would impose a serious search burden. In the instant case, the 
search of the polypeptides and the polynucleotides are not coextensive. The 
inventions of the two groups have a separate status in the art as shown by their 
different classifications. There is search burden also in the non-patent literature. 
Prior to the concomitant isolation and expression of the sequence of interest there 
may be journal articles devoted solely to polypeptides which would not have 
described the polynucleotide. Similarly, there may have been "classical" genetics 
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papers which had no knowledge of the polypeptide but spoke to the gene. 
Searching, therefore is not coextensive. This search requires an extensive analysis 
of the art retrieved in a sequence search and will require an in-depth analysis of 
technical literature. 

Claims 45, 46, 50-53, and 56-76 are pending. Claims 45, 46, 51-53, and 56-67, 
71-76 are under consideration. 

The Office confirms that applicant's statement under the heading Telephone 
Interview Summary is correct. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections - 35 USC § 1 12, Withdrawn 

The rejection of claims 45, 46, and 51-53 under 35 U.S.C. 112, first paragraph, 
as containing subject matter which was not described in the specification in such a way 
as to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to use the invention is withdraw because applicant argument is persuasive. 

Claim Rejections - 35 USC § 102 

The rejection of claims 45, 51 , 52, and 53 are rejected under 35 U.S.C. 102(b) as 
being b by anticipated by Borza et al., (AM of IDS filed on 07/19/2002, 1996, 
Biochemistry, vol. 35, pages 1925-34) is withdrawn because the amended claims are 
no longer anticipated by Borza et al. 
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Claims 45, 51 , 52, and 53 remain rejected, and claims 46, 56, 57, 59, 62 are 
newly rejected under 35 U.S.C. 102(b) as being b by anticipated by Saez et al., 
(Biochemistry, Feb 28, 1995, Vol. 34, issue 8, pages 2496-503) as evidenced by Borza 
et al (cited above) 

Claims 45, 51 , 52, 53, 56, 57, and 59 are drawn to a substantially pure histidine- 
rich glycoportein polypeptide coupled to a detectable marker (45, 51, 52, 53, 56, 57, and 
59) or to a toxin (46), wherein said polypeptide is an HRGP fragment (claim 51 ), 
wherein fragment comprises the central domain of intact HRGP (claim 52), wherein the 
HRGP fragment comprises at least one tandem repeat of the pentapeptide [H/P]- 
[H/P]PHG (claim 53), the polypeptide is at least 40 amino acids (claim 56), the 
polypeptide being attached to the recited fluorescent marker or a magnetic resonance 
moiety (claims 57, and 59 respectively), wherein said toxin is defined by the new claim 
62 as "an anti-neoplastic agent". 

Applicant argues that Saez et al., do not teach the detectable marker of the 
amended base claim 45. 

This argument has been fully considered but found unpersuasive. Saez et al., 
teach l 125 -labeled human and rabbit HPRPs. Kersemans et al., J Nucl Med. 2005 
Mar;46(3):532-9, are cited to present evidence that iodine-124 is a magnetic resonance 
moiety. Note the attached abstract. Further, the specification does not define the 
scope encompassed by "coupled", therefore, the Office turns to a dictionary, which 
defines the term as "to connect for consideration together" as the first definition 
according to Merriam-Webster Online dictionary downloaded on 8/8/05 from the internet 
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site of M-W.com. Since histidine-rich glycoportein polypeptide of Saez et al., is 
connected for consideration together with fluorescein-isothiocyanate via complex with a 
protein that binds to HRGP. 

As for claim 46, and 62, Zamorano et al., (abstract only with this Office action) 
Stereotact Funct Neurosurg. 2003;81 (1-4): 10-7 teach iodine-125 is an anti-neoplastic 
agent that is used for the brain neoplasia of non-glioblastoma multiforme high-grade 
gliomas. Thus, l 125 -labeled human and rabbit HPRPs is HPRP coupled to a toxin of an 
anti-neoplastic agent. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 58 is rejected under 35 U.S.C. 103(a) as being unpatentable over Saez et 
al (cited above) in view of Nygren reference in IDS ALL. 

Claim 58 is drawn to HRGP connected to the recited enzymatic marker. 

Saez et al., teach l 125 -labeled human and rabbit HPRPs. Saez et al., do not 
teach the enzymatic marker listed in claim 58. However, Nygren reference teaches that 
coupling the enzymatic markers listed in claim 58 to a protein had been known before 
the effective filing date of the instant application. Therefore it would have been obvious 
at the time the instant application was filed to couple the enzymatic markers to HPRP 
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with a reasonable expectation of success. One of ordinary skill in the art is motivated to 
do so to distinguish HPRPs away from other proteins that work as complex. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 .130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 46, 60-67, and 71-76 are provisionally rejected under the judicially 
created doctrine of double patenting over claims 1,3-14 of copending Application No. 
10/951,059. This is a provisional double patenting rejection since the conflicting claims 
have not yet been patented. 

The subject matter claimed in the instant application is fully disclosed in the 
referenced copending application and would be covered by any patent granted on that 
copending application since the referenced copending application and the instant 
application are claiming common subject matter, as follows: the main ingredients in both 
application are HRGP, and something useful for cancer treatment. How they are 
combined together, either coupled or in composition do not appear to change any 



functional characteristics of the two active ingredient. 
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Furthermore, there is no apparent reason why applicant would be prevented from 
presenting claims corresponding to those of the instant application in the other 
copending application. See In re Schneller, 397 F.2d 350, 158 USPQ 210 (CCPA 
1968). See also MPEP § 804. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 571- 
272-0839. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey C Siew can be reached on 571-272-0787. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Conclusion 




MISOOK YU, 
Examiner 
Art Unit 1642 



